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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 2, 6, 8, 9, 10, 22, 25-27, & 28 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Kruse et al. (US 6201993 B1). 

In reference to claims 1, 10, 22, 25, 26, 27, & 28, the Kruse et al. patent teaches 
the use of an implantable device that can be a pace maker or a defibrillator (see 
abstract and column 1 , lead lines 20-27) and because by definition an electrogram is a 
tracing of the electrical potentials of a tissue (as the brain or heart) made by means of 
electrodes placed directly in the tissue instead of on the surface of the body, the Kruse 
et al. device is inherently capable of detecting electrograms (see column 8, lead lines 
52-55 & column 1 1 , lead lines 7-13). Kruse et al. also teaches the use of pacing circuitry 
to deliver pacing pulses as well as a processor coupled to a sensing circuit and a pacing 
circuit (see column 8, lead lines 42-42 & lead lines 52-58). Kruse et al. teaches the use 
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of a cardiac monitor that is upgradeable via a programmer (see column 3, lead lines 2 - 
7) and a device capable of being programmed to detect far-field electrogram signals 
(see column 4, lead lines 54-56). The Kruse et al. patent teaches a device that is linked 
to an implanted device via telemetry (see abstract) and the use of leads that incorporate 
the use of detector referred to as sensors (see column 8, lead lines 53-55). The Kruse 
et al. patent also teaches the use of an adaptor referred to as a lead that must 
inherently possess a connector, and the CRM device of the Kruse et al. patent must 
inherently possess a header for attaching to a lead (see column 8, lead lines 52-55). T 

In reference to claim 2, the Kruse et al. patent teaches an apparatus comprises 
a band-pass filter (see column 14, lead lines 54-56 & column 15, 44-49). 

In reference to claims 6 & 8, the Kruse et al. patent teaches the use of 
microprocessor in conjunction with RAM (Random Access Memory) for storing a variety 
of programmed-in operating mode and parameter values that are used by the operating 
system. Kruser et al. also teaches that the RAM may also be used for storing data 
compiled from sensed cardiac activity and/or relating to operating history for telemetry 
out on receipt of a retrieval or interrogation instruction (see column 8, lead lines 64-68 & 

column 9, lead lines 1-3). 

In reference to claims 7 &9, the Kruse et al. patent teaches the use of activity 
sensors to detect and assess the activity levels of the user (see column 8, lead lines 58- 

63). 

In reference to claim 9, the Kruse et al. patent teaches the use of an arrhythmia 
detection means (see column 1, lead lines 21-27). 
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Claim 11-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Sluetz 
et al. (US 4662382 A). 

In reference to claims 11-15, the Sluetz patent teaches the use of an adaptor 
referred to as a lead (see abstract) capable being attached to a cardiac rhythm 
management (CRM) device (see abstract). The lead of the Sueltz et al. device 
possesses a means for sensing far-field signals (see abstract) referred to as an 
electrode, Sueltz et al. also teaches the use of leads that are detachable and that 
possesses connectors which connect them to a CRM device (see column 1 , lead lines 
36-39). The lead of the Sueltz et al. device is kept in contact with the desired heart 
tissue via an anchor (see fig. 2) thus allowing it to better detect far-field signals in a 
desired region, and also possesses multiple sensors (see abstract). A CRM device 
connecting to the Sluetz et al device must inherently possess a header for attaching to a 
lead 

Claims 16, 17, 20, 21 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Bocek et al. (US 6889079 B2). 

In reference to claim 16, 17, 20, & 21, the Bocek et al. patent teaches an 
implantable medical device programmer, comprising a device configuration module 
adapted to generate instructions for configuring an implantable medical device into one 
of an implantable cardiac monitor and an implantable pacemaker (see abstract and 
column 1 1 , lead lines 40-45). Bocek et al. also teaches the use of a telemetry module 
coupled to a device configuration module, the telemetry module including a telemetry 
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transmitter to transmit the instructions to the implantable medical device and a telemetry 
receiver to receive physiological data acquired by and transmitted from the implantable 
medical device. The telemetry device is inherently capable of near field and far field 
communication (see column 9, lead line 11-22). The Bocek et al. device teaches a data 
analyzer including at least one detector to detect a predetermined condition (such as 
arrhythmia) from the physiological signal (see column 6, lead lines 24-27). It also 
teaches a device configuration module that generates instructions for configuring the 
implantable medical device into the implantable pacemaker in response to the detection 
of a predetermined condition (see column 9, lead line 23-38 & Table 1). 

Claims 16, 18, 19, 20, & 21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Levine et al (US 6925326 B2). 

In reference to claim 16, 18, 19, 20, & 21, the Bocek et al. patent teaches an 
implantable medical device programmer, comprising a device configuration module 
adapted to generate instructions for configuring an implantable medical device into one 
of an implantable cardiac monitor and an implantable pacemaker (see column 12, lead 
lines 18-23 & column 15, lead lines 8-15). Bocek et al. also teaches the use of a 
telemetry module coupled to a device configuration module, the telemetry module 
including a telemetry transmitter to transmit the instructions to the implantable medical 
device and a telemetry receiver to receive physiological data acquired by and 
transmitted from the implantable medical device. The telemetry device is inherently 
capable of near field and far field communication (see column 7, lead line 30-37). The 
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Bocek et al. device teaches a data analyzer including at least one detector to detect a 
predetermined condition (such as arrhythmia) from the physiological signal (see column 
8, lead lines 25-36). It also teaches a device configuration module that generates 
instructions for configuring the implantable medical device into the implantable 
pacemaker in response to the detection of a predetermined condition (see column 12, 
lead lines 18-23 & column 15, lead lines 8-15). 

Claims 29, 32-37, 40, 42, 43, 46-51, 54, & 56 are rejected under 35 
U.S.C. 102(b) as being anticipated by Adams (US 5439481 A). 

In reference to claims 29, 32-37, 40, 42, 43, 46-51, & 54, 56, the Adams patent 
teaches a computer or computer-based system capable of generating instructions 
readable by an implantable cardiac monitor, the instructions upgrading the implantable 
cardiac monitor to an implantable pacemaker (see column 4, lead lines 57-63), including 
programming a sensing circuit for sensing an intracardiac electrogram, and transmitting 
the instructions to the implantable cardiac monitor via a wireless system (see column 4, 
lead lines 57-63), thus the Adams device must inherently possesses an algorithm to that 
is sent to the implantable device to alter the implantable device's function. The Adams 
patent also teaches sending signals back and forth between the implanted device and 
the external device (see column, 4, lead lines 63-68), as well as the automatic or 
manual triggering of cardioversion implying that the Adams device is inherently capable 
of analyzing detect arrhythmic behavior in automatic mode (see column 5, lead lines 1- 
16). The Adams however the Adams patent does not teach placing such processes on 
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to a computer readable medium. The Adams patent also inherently teaches the use of a 
computer readable medium because the memory of the device is capable of being read 
by a computing means within the Adams device. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 3-5, 23 & 24, are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kruse et al. (US 6201993 B1). 

In reference to claim 3, the Kruse et al. patent teaches the use of a single band 
pass filter (see column 14, lead lines 54-56 & column 15, 44-49), however it does not 
teach the use of two band-pass filters. 

Thus it would have been obvious to one of ordinary skill in the art to incorporate 
the use of a second filter to broaden the range of acceptable signal frequencies 

In reference to claims 4 & 5, the Kruse et al. device teaches the use of a band 
pass filters possessing particular cut-off frequencies, however Kruse does not teach 
placing a first low cut-off frequency within the range of 10 Hz to 30 Hz and placing a 
second high cut-off frequency in a range of 60 Hz to 150 Hz. 

However it would have obvious to one of ordinary skill in the art to adapt or adjust 
the cut off frequencies to optimize treatment. 
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In reference to claim 23 & 24, the Kruse et al device teaches the use of one 
electrode in conjunction with a sensor and an adaptor referred to as a lead, however the 
Kruse patent does not teach the use of multiple electrodes in conjunction with said 
adaptor. 

However it would have been obvious to one of ordinary skill in the art to 
incorporate the use of multiple electrodes to broaden or expand the range within which 
the device is stimulating. 

Claims 30, 31, 38, 39, 41, 44, 45, 52, 53, & 55 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Adams (US 5439481 A). 

In reference to claims 30, 38, 44 & 52, the Adams patent does not explicitly 
teach the use of the use of band-pass filter however the use of such filters are quite 
common in the art of cardiac stimulation and it would have been obvious to one of 
ordinary skill in the art to incorporate the us of a band-pass filter into the Adams device 
to do away with undesirable input signals and in turn reduce the occurrence of improper 
stimulation. 

In reference to claim 31, 39, 45 & 53, the Adams patent does not explicitly teach 
the "reallocation" of memory spaces, however such a process of allocation is know to 
the art of implantable devices, and thus it would have been obvious to one of ordinary 
skill in the art reallocate memory spaces to allow for optimal information storage. 

In reference to claim 33, the Adams patent does not explicitly teach the storing 
of algorithms within the implantable device however it would have been obvious to one 
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of ordinary skill in the art to store such algorithms with in the implantable device to 
provide the external programming device with 

In reference to claims 41 & 55, the Adams device does not teach the storage of 
date and times of cardiac events, however the recording and storage of such events is 
well known in the art, and thus it would have been obvious to one of ordinary skill in the 
art to incorporate the use of such a storage technique to allow a medical practitioner to 
determine if any abnormal occurrences exist in an individual's cardiac patterns. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The examiner wishes to cite Stein et al. (US 6636963 B1) 
because of its reference to the allocation of memory and the use of such allocation 
methods in conjunction with an implantable device and an external programmer for said 
implantable device. The examiner would also like to cite Dirnberger etal. (US 6589187 
B1) because of its reference to the allocation of memory and the use of such allocation 
methods in conjunction with an implantable device and an external programmer for said 
implantable device, and its reference to the storage of dates and times associated with 
cardiac events. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darin R. Roberts whose telephone number is (571)272- 
5558. The examiner can normally be reached on 7:30am to 4:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela D. Sykes can be reached on (571) 272-4955. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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